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Detailed Action 

1. Applicant's election of Group I, drawn to methods of treating hemostasis and 
disorders with P-selectin and the species of "P-selectin activity increasing the levels of 
P-selectin in plasma and Hemophilia A in the Response to Restriction Requirement, 
filed 10/12/2006, is acknowledged. 

Upon a prior art search, the species have been extended in the context of to 
methods of treating hemostasis and disorders with P-selectin. 

Claims 1-22 and 50-56 are pending. 

Claims 1-5, 7, 9, 12-18, 22, 50, 52 and 53 are under consideration as they read on 
the elected Group I, drawn to methods of treating hemostasis and disorders with P- 
selectin. 

Claims 6, 8, 1 0, 1 1 , 1 9-21 , 51 and 54-56 have been withdrawn from consideration 
as they read on non-elected Groups and species. 

Claims 23-49 have been canceled previously. 

2. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. Applicant should restrict the 
title to the claimed invention. 

Applicant should avoid the use of novel in the title, as patents are presumed to be 
novel and unobvious. 

3. The application is required to be reviewed and all spelling, TRADEMARKS, and like 
errors corrected. 

Trademarks should be capitalized or accompanied by the ® or™ symbol wherever 
they appear and be accompanied by the generic terminology. Although the use of 
trademarks is permissible in patent applications, the proprietary nature of the 
trademarks should be respected and every effort made to prevent their use in any 
manner, which might adversely affect their validity as trademarks. 

4. The following is a quotation of the first paragraph of 35 U.S.C: § 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 
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5. Claims 1-5, 7, % 12-48-, 22, 50, 52 and 53 are rejected under 35 U.S.C.. 1 12, first - 
paragraph, as the specification does not contain a written description of the claimed 
invention, in that the disclosure does not reasonably convey to one skilled in the 
relevant art that the inventor(s) had possession of the claimed invention at the time the 
application was filed. 

The specification as originally filed does not provide sufficient written description for 
the genus of "inducers of P-selectin activity" in methods to induce hemostasis. 

Applicant has not provided sufficient biochemical information (e.g. amino acid 
sequences, etc.) that distinctly identifies the genus of "inducers of P-selectin activity" as 
broadly encompassed by the claimed invention. 

As page 8, paragraph 2 of the instant specification discloses, 

the "inducer of P-selectin activity" can act to increase the plasma level of soluble P- 
selectin, to stimulate the translocation of P-selectin from a cellular storage pool to the 
cell surface, to increase the proteolytic cleavage and to release of soluble P-selectin 
from the surface of a cell expressing P-selectin, and/or to increase p-selectin gene 
expression by stimulating either gene transcription or translation. 

It is noted that applicant's election is drawn to soluble P-selectin and P-selectin fusion 
proteins, which appears to have the ability to induce hemostasis and, in turn, which 
appears sufficient written description. 

However, there is insufficient written description of a sufficient number of species to 
satisfy the genus, particularly in the absence of defining the relevant identifying 
characteristics such as the structure of other physical and/or chemical characteristics of 
the claimed genus and, in turn, there is insufficient written description of such identifying 
characteristics of the claimed genus of "inducers of P-selectin activity"., including the 
various activities described in the specification as filed (again, see page 8 of the instant 
specification) in the specification as filed, commensurate in scope with the claimed 
invention. 

Even with soluble P-selectin, the objective evidence is not clear whether soluble P- 
selectin acts via some, all or none of the disclosed or claimed characteristics of 
"inducers of P-selectin activity". 

Further, the instant specification discloses that anti-PSGL-1 antibody is "an inducer 
of P-selectin". 

However, this assertion appears in contrast to the general acceptance in the art that 
anti-PSGL-1 antibodies were inhibitory or neutralizing in therapeutic regimens and not 
stimulatory with respect to P-selectin interactions at the time the invention was made. 
For example, see columns 18-19 U.S. Patent No. 5,840,679 concerning neutralizing or 
inhibitory properties of anti-PSGL-1 antibodies. 
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It is noted that Skolnick et -at (Trends-in Biotech. 1 8(1):34-39, 2000) teach that the 
skilled artisan is well aware that assigning functional activities for any particular protein 
or protein family based upon sequence homology is inaccurate, in part because of the 
multifunctional nature of proteins (e.g., "Abstract" and "Sequence-based approaches to 
function prediction", page 34). Even in situations where there is some confidence of a 
similar overall structure between two proteins, only experimental research can confirm 
the artisan's best guess as to the function of the structurally related protein (see in 
particular "Abstract" and Box 2). 

Vas-Cath Inc. v. Mahurkar . 1 9 USPQ2d 1 1 1 1 , 1 1 1 6 (Fed. Cir. 1 991 ). makes clear 
that "applicant must convey with reasonable clarity to those skilled in the art that, as of 
the filing date sought, he or she was in possession of the invention. The invention is, for 
purposes of the 'written description' inquiry, whatever is now claimed." (See page 
1117.) The specification does not "clearly allow persons of ordinary skill in the art to 
recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1 1 16.) 

Adequate written description requires more than a mere statement that it is part of 
the invention and reference to a potential method for isolating it. See Fiers v. Revel . 25 
USPQ2d 1601, 1606 (CAFC 1993) and Amgen Inc. V. Chuaai Pharmaceutical Co. Ltd. . 
18 USPQ2d 1016 (Fed. Cir. 1991). 

One cannot describe what one has not conceived. See Fiddes v. Baird . 30 
USPQ2d1481, 1483. 

The Court further elaborated that generic statements are not an adequate written 
description of the genus because it does not distinguish the claimed genus from others, 
except by function. Finally, the Court indicated that while applicants are not required to 
disclose every species encompassed within a genus, the description of a genus is 
achieved by the recitation of a representative number of molecules falling within the 
scope of the genus, See The Regents of the University of California v. Eli Lilly and 
Company . 43 USPQ2d 1 398, 1 406 (Fed. Cir. 1 997). 

Applicant is relying upon certain biological activities and the disclosure of a limited 
number of species, particularly P-selectin to support an entire genus. Yet, the instant 
specification does not provide sufficient written description as to the structural features 
of said inducer of P-selectin activity", as currently encompassed by the instant claims. 
Also, the specification does not provide for a sufficient correlation between the chemical 
structure and the function of the genus of "inducers of P-selectin activity", including the 
correlation to any, all or some of the claimed characteristics of "inducers of P-selectin 
activity", currently encompassed by the claimed invention. The specification as-filed 
does not provide a sufficient written description for "inducers of P-selectin activity", 
commensurate in scope with the claimed invention. 
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Mere idea or -function is insuff icient for written description; isolation and 
characterization at a minimum are required 

The instant claims do not provide sufficient structural and functional characteristics 
coupled with a known or disclosed correlation between function and structure. Since 
the disclosure fails to describe the common attributes or characteristics sufficiently that 
identify members of the genus of "inducers of P-selectin activity". 

The Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 1 12, 
1 "Written Description" Requirement make clear that if a claimed genus does not show 
actual reduction to practice for a representative number of species; then the 
Requirement may be alternatively met by reduction to drawings, or by disclosure of 
relevant, identifying characteristics, i.e., structure or other physical and or chemical 
properties, by functional characteristics coupled with a known or disclosed correlation 
between function and structure, or by a combination of such identifying characteristics, 
sufficient to show the applicant was in possession of the genus (Federal Register, Vol. 
66, No. 4, pages 1099-1 111, Friday January 5, 2001 , see especially page 1 106 column 
3). 

In the absence of structural characteristics that are shared by members of the genus 
of "inducers of P-selectin activity", the skilled artisan would conclude that the disclosure 
fails to provide a representative number of species to describe the genus. Thus, 
applicant was not in possession of the claimed genus. See University of California v. Eli 
Lilly and Co . 1 19 F.3d 1559. 43 USPQ2d 1398 (Fed. Cir. 1997V 

"Adequate written description requires a precise definition, such as by structure, 
formula, chemical name or physical properties, not a mere wish or plan for obtaining the 
claimed chemical invention." Jd. at 1566, 43 USPQ2d at 1404 (quoting Fiers . 984 F.2d 
at 1 1 71 , 25 USPQ2d at 1 606). 

Also see Enzo-Biochem v. Gen-Probe 01-1230 (CAFC 2002). 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 USC 1 1 2 is severable from its enablement provision. (See page 1115.) 

8. Methods of inducing hemostasis in a subject with soluble P-selectin and P-selectin 
fusion proteins appear to be free of the prior art and appear to be allowable, if limited as 
such. 

The following pertinent reference Grunewald et al. Trends in Molecular Medicine 10: 
9-10, 2004, indicating the ability of P-selectin and P-selectin immunoglobulin fusion 
protein appears relevant for hemorrhagic disorders in humans, including the treatment 
of hemophilia. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phillip Gambel whose telephone number is (571) 272- 
0844. The examiner can normally be reached Monday through Thursday from 7:30 am 
to 6:00 pm. A message may be left on the examiner's voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Christina 
Chan can be reached on (571 ) 272-0841 . 

The fax number for the organization where this application or proceeding is assigned 
is 571-272-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 




Phillip Gambel, Ph.D., J.D. 
Primary Examiner 
Technology Center 1600 
December 26, 2006 



